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INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 

(Chapter I of the Patent Cooperation Treaty) 

(PCT Rule 44Wa) 



Applicant's or agent's file refeience 
1242WOORD01 


FOR FURTHER ACTION 


See item 4 below 


International application No. 
PCT/EP2005/050417 


International filing date (day/monili/year) 
01 February 2005 (01.02.2005) 


Priority date (day/tnonth/year) 
04 Febnjary 2004 (04.02.2004) 


International Patent Classification ($th edition unless older edition indicated) 
See relevant information In Fomn PCT/ISA/237 


Applicant 

ALTANA PHARMA AG 



1. 


This inicni;i!ii>nLil pmliminary report on patentability (Chapter I) is issued by the International Buiean onbehalf of the 
Intemaiionai Searching Authority under Rule 44 ^fV. 1(a). 


2. 


This RETORT consists of a total of 9 sheets, including this cover sheet. 

In the attached shecLs, any reference to the written opinion of the Internationa) Searching Authority should be read as a reference 
to the international preliminary report on patentability (Chapter 1) instead. 


3. 


This repoft contains indications relating to the following items: 




1^ Box No. I 


' Basis of the report 




1^ Box No. n 


Priority 




1^ Box No. ni 


Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 




Box No. IV 


Lack of unity of invention 




^ Box No. V 


Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 




1 1 Box No. VI 


Certain documents cited 




. Q BoxNo. Vn 


Certain defects in the international application 




1^ BoxNo.Vni 


Certain observations on the intemational application 


4. 


The International Bureau will communicate diis report to designated Offices in accordance with Rules 44i?«.3(c) and 93£»tr.I but 
not, except where the applicant makes an express request under Article 23(2), before the expiration of 30 months from the priority 

date (Rule 44^i5- .2). 





Date of issuance of this report 
07 August 2006 (07.08.2006) 


The Intematiorial Bureau of WIPO 
34, chemin des Colombettes 
1211 Geneva 20, Switzerland 

Facsimile No. +41 22 338 82 70 


Authorized officer 

Ellen Moyse 

e-mail: pt05@wipo-int 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 

(POT Rule43£>/s.1) 



Date of mailing 

(day/month/^ear) see form PGT>1SA210 (second sheet) 



Applicant's or agenfs fife reference 

see form PCTyiSA/220 


FOR FURTHER ACTION 

See paragraph 2 below 


Internafional application No. 
PCTyEP2005>050417 


International filing date (dayAnonih^ear) 
01.02.2005 


Priority date (dayAnonth/year) 
04.02.2004 


International Patent Classification (IPC) or both national classification and IPC 
C07D401>04, C07D401/14. A61K3iy498, A61P1lyD0 



ALTANA PHARMA AG 



1. 



This opinion contains indications relating to the following items: 



^ Box No. I 
S Box No. II 
El Box No. Ill 
la Box No. IV 
iSI Box No. V 

□ Box No. VI 

□ Box No. VII 
Box No. VIJI 



Basis of the opinion 
Priority 

Non-establishment of opinion wfth regard to novelty, Inventive step and industrial applIcabilHy 
Lack of unity of Invention 

Reasoned statement under Rule AZbisA (a)(i) with regard to novelty, inventive step or industrial 
applicability; citatbns and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain obsen^ations on the international ^plication 



3. 



FURTHER ACTION 

If a demand for Internatbnal preliminary examination is made, this opinbn will usually be considered to be a 
wrttten opinion of the International Preliminary Examining Authority ("IPEA"). However, this does not apply where 
the applicant chooses an Authority other than this one 1o be the I PEA and the chosen IPEA has notifed the 
International Bureau under Rule 6B.1b/s(b) that written opinions of this International Searching Authority 
will not be so considered. 

If this opinbn Is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of three 
months from the date of mailing of Fomi PCT/ISA/220 or before the expiration of 22 months from the Drbrity date, 
whichever expires later. . . 

For further optbns, see Fomi PCT^SA220. 

I=6r further details, see notes to Form PCT^SA220. 
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D-80298 Munich 
Tel. +49 89 2399 - 0 Tx: 
Fax: +49 89 2399 - 4465 
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Weisbrod, T 

Telephone No. 4-49 89 2399-8931 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/EP2005y050417 



Box No. I Ba^'s of the opinion 

1. With regard to the language, this opinion has been established on the basis of the international application in 
the language in which it was filed, unless othenvise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language into the following 
language , which Is the language of a translation furnished for the purposes of international seatx)h 
(under Rules 12.3 and 23.1(b)). 

2. With regard to any nucleotide sndtor amino acid sequence disclosed in the International application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of nnaterial: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 
.□ in written format 

□ in computer readable fonm 

c. time of filingyfumlshing: 

□ contained in the international application as filed. 

□ filed together with the international application in computer readable fonn. 

□ furnished subsequently to this Authority for the purposes of search. 



3. □ In addition, in the case that more than one version or copy of a sequence listing andA)r table relating thereto 

has been filed or furnished, the required statements that the infonnation in the subsequent or additional 
copies is identical to that in the application as filed or does not go beyond the application as filed, as 
appropriate, were furnished. 

4. Additional comments: 



Box No. II Priority 

1 . □ The validity of the priority claim has not been considered because the International Searching Authority 
does not have in its possession a copy of the eariier application whose priority has been claimed or, where 
required, a translation of that eariier application. This opinion has nevertheless been established on the 
assumption that the relevant date (Rules 43bisA and 64.1) is the claimed priority date. 

2. □ This opinion has been established as if no priority had been claimed due to the fad that the priority claim 

has been found invalid (Rules 43bi3.1 and 64.1 ). Thus for the purposes of this opinion, the international 
filing date indicated above is considered to be the relevant date. 

3. Additional observations, if necessary: 

see separate sheet 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/EP2005y050417 



Box No. ill Non-establishment of opinion with regard to novelty, Inventive step and industrial 
applicability ' 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to t>e non 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 

E! claims Nos. 15-16 



H the said international application, or the said claims Nos. 1 5-1 6 relate to the following subject matter 
which does not require an international preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (Indicate particular elements below) or said claims Nos. are so 
unclear that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no internatfonal search report has k>een established for the whole application or for said claims Nos. 

□ the nucleotide andA^r amino acid sequence listing does not comply with the standard provided for in Annex 
C of the AdministratVe Instructions in that: 

the written form □ has not t>een furnished 

□ does not comply vynth the standard 

the computer readable form □ has not been fumished 



□ the tables related to the nucleotide andybr amino acid sequence listing, if in computer readable form only, do 
not comply with the technical requirements provided for in Annex C-bls of the Administrative Instructions. 

□ See separate sheet for further details 



because: 



□ 



does not comply with the standard 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCTyEP2005/050417 



Box No, IV Lack of unity of Invention 



1. □ In response to the invitation (Form PCT/ISAfioe) to pay additional fees, the applicant has: 

□ paid additional fees. 

□ paid additional fees under protest 

□ not paid additional fees. 

^ t™aSS^^^^ 

3. Authority considers that the requirement of unity of invention!^ 

□ complied with 

la not complied with for the following reasons: 
see separate sheet 

4. Consequently, this report has been established in respect of the following parts of the international application: 
M all parts. 

□ the parts relating to claims Nos. 

" 

industrial applicability; cit ations and explanations supporting smh statement ^ 
1. Statement 



Novelty (N) 


Yes: 


Claims 


2-10 




No: 


Claims 


1.1M6 


Inventive step (IS) 


Yes: 


Claims 






No: 


Claims 


1-16 


Industrial applicability (lA) 


Yes: 


Claims 


1-14 




No: 


Claims 





2. Citations and explanations 
see separate sheet 



Box No, VIII Certain observations on the International application 



se^ separate sheet 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHINO 
AUTHORITY (SEPARATE SHEET) 



international application No. 
PCT/EP2005/05041 7 



Re Item I 

Basis of the opinion 

The application relates to 

(i) phtalazinones (1 ) (clafms 1-11), 

(ii) tlie medical use of compounds (1 ) (claim 12), 

(iii) a pharmaceutical composition comprising a compound (1) (claim 13), 

(iv) the second medical use of compounds (1) (claim 14), and ' 
(V) the corresponding therapeutic methods (claims 1 5-1 6). 

Re item ii 
Priority 

The claimed date of priority does not appear valid for the present claims 2-4, 8, and 1 0 and 
for subject matter referring to these claims. 

Re Item HI 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Claims 15 and 16 relate to subject-matter considered by this Authority to be covered by the 
provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be fomiulated with respect 
to the industrial applicability of the subject-matter of these claims (Article 34(4)(a)(i) PCT). 

Re Item IV 

Lack of unity of invention 

See item V.3 below. 
Re Item V 

Reasoned statement under Rule 66^(a)(n) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

1 Reference is made to the following document 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING 
AUTHORITY (SEPARATE SHEET) 



International application No. 
PCT/EP2005/O5Q41 7 



D1: WO 02/064584 A. 22.08.2002; cited in the application. 

2 Novelty 

D1 discloses already PDE4 inhibitors which comprise the present compounds (1 ) 
wherein R« is OH {cf. D1 . claim 1 : = C(0)R^^ with = hydroxy-carbonyl-1 -4C- 
alkyl; and page 13, example no. 4 as specific embodiment within the overlapping 
range). The present claims 1 and 11-16 lack thus novelty In view of D1 for the whole 
overlapping range. 

3 Unity of Invention 

The application as filed is considered to lack unity of Invention since its subject-matter 
relates not to one but rather to three separate Inventions not finked together by a 
common underlying inventive concept as required by Rules 13.1 and 13 2 POT The 
claims and inventions to which the separate Inventions relate are grouped as follows 
(m the order chosen by the applicant). 

Claims 1, 6, and 11-16 (all part) directed to compounds (1) wherein R^ = OH 
and n = p, as well as subject matter referring to such compounds (1); 

Claims 1-3, 6, and 11-16 (all part) directed to compounds (1) wherein R« = 1- 
4C-alkoxy. as well as subject matter referring to such compounds (1); 

Claims 1-3. 6, 1 1-16 (all part) and 4, 5. 7-10 (all complete) directed to 
compounds (1 ) wherein R» = NHR« NR^R^^ or NH-NR^'R^ as well as subject 
matter referrlrig to such compounds (1). 

The Identified three inventions involve the technical feature of a "2-(1 -R^-C(0)-(CH ) 
C(0)-piperidin-4-yl-substituted phtiialazinon" as the sole common link. However this" 
feature cannot be accepted to constitute a special technical feature because it does 
not define a contribution over the prior art. D1 discloses already 2-(1 -R«-C(0)-(CH ) 
C(p)-piperidln-4-yl-phthalazinones wherein R« is OH and n is 1-4 as PDE4 inhlbitore 



(1) 
(2) 
(3) 
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WRITTEN OPINION OF THE ... 
INTERNATIONAL SEARCHING International application No. 

AUTHORITY (SEPARATE SHEETS PCT/EP2005/Q5n417 

versus the respective closest related compound of the prior art (e.g. the present 
(4aS.8aR) compound (1) wherein = = h, R^ = 3.4^iethoxyphenyi, R« = OH and 
n»0; the present (4aS,8aR) compound (1) wherein R^ = R2=H R^ = 34- 
diethoxyphenyl. R^ » OCH3. and n = 3; and the present (4aS.8aR) compound (1 ) 
wherein R^ = R^ = H. R^ = 3.4-diethoxyphenyl, R« = NHCH3, and n = 3; each in 
comparison with example 4 of D1), the present claimed subject matter does not 
appear to involve an inventive step. Hence, the claims 1 -1 6 do at present not meet 
the requirements of Article 33(3) PCT. 

5 Industrial ApplicabiBty 

For the assessment of the present claims 15 and 16 on the question whether they 
are industrially applicable, no unified criteria exist in the PCT Contracting States The 
patentabilrty can also be dependent upon the formulation of the claims. The EPO for 
example does not recognize as industrially appHcable the subject-matter of claims to 
the use of a compound in medical treatment, but may allow, however, claims to a 
known compound for first use in medical treatment and the use of such a compound 
for the manufacture of a medicament for a new medical treatment. 

Re Hem Vlll 

Certain observations on the international application 

r,n^t"* T'J: l^H !? ^ ^^"^^^^^ therapeutic method is 

functionally defined by a mechanism of action which does not allow any practical 
application in the fomi of a defined, real treatment of a pathological condition The 
objection could be overcome by either introducing in the claims a list of pathological 
conditoons cited in the application, or by showing that means are available which would 
allow the skilled person to recognise which additional conditions would fail within the 
functional definition. 
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